
Consent For Storing Blood, Tlune or Body Fluid 
With Identifying Information 

Addendum to Com;eot for Partidpadon In: 
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#99-EPA-283, PbyslologJcal, Cellular, and Bloebe.nlleal E-it«tt of Dtesel E-:duausl ia. Healthy Youna Adults, 
"PoLC. Madden, Prlr~.dpallovestigator 

You are asked to give permission for some of your blood, tic;sue or body fluid (coUeetively rtfetted to as 
"'specimensj wbicb will be coUected in Ibis research study to be stored for furore medical research studk$. 

the ~.-pccimens will be stored~~ tbe UNC School of Medicine, UNC Hospitals. or anothCT site-. All identifying 
information including yow-name and medical record number will be removed fiom the specimens aDd replaced with 
a code. Dr. MichAel C. Madden and his associates v.i U have access to tbe specimens and the code which links the 
specimen to you. There is oo cost to you or yow- insurmce company for the storage and use of the specimens. 

Aldlough e\•ery effort will be made tQ keep research recC)Td$ priwue, there may be times wben fedcnl or state law 
roquire:s the disclosure of those records, tnctuding person3l infonnation about you. When disdosuce is requirtd, the 
UNC School of Medicine aodlor UNC FLospitals will ts.ke all steps allowable by law to pro~t tbe priv~ of )'out 

personal infonnation. 

By signing this fom~t you will dooate the specimem for medical research purposes. Your donation does not entitle 
you to COmpen$4itiOn from any co.lllltlCTCial use of the products that may be derived from the specimen. The rcscarc.h 
SIU<lie$ i.o whicb the-specimens may be used have noc )<el been determ:iotd, but they may in'<'Oive genetic ruean:h. 
Bef01e any reseateb involving the specimens is eon.dueted, a eommitrte at lhe UNC School ofMedie-lne ealltd The 
Conw.inet on the Protection of lhe Rights ofHumao Subjects wiD review aod approve the researdl proposal. 

In some eases, the Comminee may require that you be contacted and asked for yow eoosent to psrtkipste in the 
specific research study io which the specimens v.ill be used. You have the rigbt,not co participate in any research 
study for which your eoosent ls sought. Re&W to participate will not jeopardize your modic;~l care or result in loss 
ofbeDCfus to which )'OU are entitled. 

ln other cases. the Committee may require that you be notifitd about the results of a research study in which the 
$'pecimen.'l were used. You ba\'C the right to be cold the results and their meaning. or co decide not to be told of those 
resultS. or to have the information sent di:roctly co your personal physician. 

You are asked to pro\tide )'Out social security number and agree that it may be used by 
Dr. Madden and his associate$ if it ne:eessa.ry co coo1aet you •o a.sk youreonse:nt to participate io a specific 
reStmb study c>r to notifY you about lhe :resultS of the $rudy. 

The specimens may be· shared with other institutions and research studies IU3Y be conducted at SC\'erai locations at 
lhe same time. Non· identifying pe.rsonal infomution about you v.ill be provided to investigators from otbec 
iJwtitutiODS. 

If in the future you sbould decide that you no long_er wish for the specimens to be stored, you may contact Dr. 
Madden andfor his associates at the U.S. Environmental Protection A_gency (919}966·6257 or The Comminec. on 
!be Protection of the Rights of Human Subjects at (919) 966-U44 and request that tbe speclmens: be disposed of 
according to 5tandard medical research procedUtes. lfyou do not rmke such a request, the specimens will be stored 
indefinite-ly. They may be disposed of at <any time ;~t the di$cretioo of the invtsli~t01S . 

Before sigo.itl& tb.is oonsem fOITI\ ple3se road the brochure enticlcd Jnf,mnntion About Storage tlfld Use of 
Specimtlt$ With /dtnt/f}'brg lrrformtultm that is designed to aosvlcr your questioos. 

Pl~ase- c-heck which course of action is to be followed in case. e'·en with your socW securhy number. the 
investigators cannot find you after reasonable time and effort: 



NlA I "•IIIII lhM .. i.' l!kf)'iacee•t..•ctM ·..t ,.., .. .,,.a-.eAtr 
tMI it MMI .. IJIUimiM Mt)' tealiell• .. h• 5t&ml- VII. ftt .. Yf' 
tllllria•tal pwpiiJU WI •yiJK .... ,....,.'fCIINKh. (NO~ CC:JtiQa IObeper{Onned) 

_ 1 roquelllhal die ideonitymg code be"""'""" &om die"""''"'""' 
after that il done the speeimtns may <:OOtioue to be stOred and l.liOCI for .,~)·et~unde:sia:nated pu:po$e$ NOT 
INCLUDlNG acne-tie research. 

_ l rcquOfl that tho specimen$ be disposed or. 

I eomcl'lt 10 lhe donalion and storage of the specimens, as described above.. 

Nu.mc. or Subjoct Dale 



UNCCHSCHOOLOFMEDICINEIUNCHOSPITALS 
!NFORJIIATION' ABOUT STORAGE AND USE OF SPECI!IIENS 

EI.1i IDENTIFYING INFORMATION 

This hrochute pi'Ovides infonn:Uii)O chat may betp you decide wbetber to aU ow some of your blood. tissue udlor 
body Quid (specimel'l$) wbicb wiU be oollecte4 as part of dris research J.tudy to be stored and used for future medicsl 
research. 

WHAT WU.L HAPPEN TO TBE SPECI!IIEN? 

The spoc.imens will be processed for storage, catalogued and plaocd in a secured facility at the UNC-CH 
School of Medicine, tiNC Hospitals, or another site. All identifying information, including your name and 
medical record oumbcr, v.ill be removed from the specimens. The specimens wiU be given a unique 
identifier (code). 

1be researcher in this study and his/her associates will have acOC» to tbc specimens and lht code wb.icb 
links the specimens to )'OU. 

WILL RESEARCll.RECOIU>S AND PERSONAL Jl(FOR!IIATION BE I<EPT PIUV ATE? 

Allboush C\'CI)' etfon wtll be msde to keep research rocords private, there may be times when federal or 
state law requites the disc.Josure of those records, including personal information about you. When 
disclosure is required, tbc UNC School of Medicine and/or UNC Hospitals will •a.ke all steps allO'A'ible by 
law to protect the privacy of your pcnona1 info11n1tion. 

IS THERE ANY COST FOR STORACE OF TBE Sl'EC!MENS? 

There is oo cost to you or }'OW' i'.n:$ursnce co~y for me. stora;e· and use of the. specime-ns. 

WllO OWNS THE SPECIMENS? 

By signiog the consent fonn, you v.iU dooote tbe 5peci.mens (or medical rtsear¢b pwp<>ses. Your donation 
does not en ride you to compeus::.tioo from •ny commercial use of the product" that nny be dcm·C'd from 
tht spec-i.mtns. 

HOW WILL THE SPECIMENS Bt I.IStO IN THE FUTURE? 

The research studie-s tn which tbe specimens may be used ba''C not yet been de1enni.oed. The studies may 
invoh•e genetic research. Genetic researeh is about findixlg tbe specific location of genes, learning bow 
genes work. aod de~·elopio& trelltmf:lil$ and cures for diseases which are gc.oetically based. 

Before any te$t3tch involving me specimens is conducted, a committee at the UNC School ofMedicitle 
called Tbe COOlln.i«ee on the. Protection of the Rigbts ofHumao Subjects will review aod approve tbe 
researcb proposal The Conunittee includes sci.enti.s.ts and non-scientisiS, including COI'MlU(lity 
represeutatives.. The purpose of the CornnUttce is to assure tb:at tbe inttrtsl$ of iodi\'idu.als participatin:g in 
research srudics are well proacc.ted. 

WILL RESEARCHERS SEEK CONS,ENT TO 00 Ft!TURE STUDIES INVOLVING TBE SPF-CIMENS? 

In some cases, the Comttdttce may roquirt-tbat )'(>U be contacted and asked for your consent to participate 
in the specific. research study io which the spe<:i.rnet:~s will be used. You have the right Dot to participate i.u 
any research study for wbic.b y()'Ut consent is sought. Refusal to participate will Dot jeopardite your medical 
care or result itt loss of benefit$ to w.b.ich you are. coritled. 

\\1LL YOU .RECEIVE STUDY RESULTS OJ/RESEARCH INVOL Vt:NG YOUR SPEClMEl\S? 



'There may be times wbeo the Comminee wlU require that you be notified about the rtsults of a research 
Srudy io which )'Out spe<:Uneos -were. ustd. You ba\'C the right to be told of the results and their meaning, or 
to deckle Mt (0 be told of those results, or to bavt: the in.formatioo sent directly to your personal physician. 

HOW WILL RESEARCHI:RS J1IND YOU IN TilE FUTURE? 

If you decide-to al.low the specimens to be stoted and used in future medical research studies, you wll.t be 
asked to provide-)'OW" .social s~urity ouruber. Yout social security number will be used by the researchers 
aod their associates io Ibis sn.dy when it is "OtCessary to cootael you to St:ek. your consent to pa.rti~ipate in a 
specific research s.tudy or to notify you about tbe resultS oftb3t &nidy. 

If you aUow your specimens to ibe stored with ideu1if)'iog iofonnat:ioo. you wiD be a.sked to choose. at tbe 
rime you sign the conse:nt form. a course ofactiou that will be. taken in !he evtat that the researd»en are 
unable to &ocate YQU io the furore. even with your social sew.rity oumbe;-. The opli()O$ include allowing 
continued s.torage and use of your specimeDS with the idtotifyiog code remai.oiog, continued scorage and 
use of the:. spec-imens after removing the identifYing code. and di59QSin8 of the spec~tnens according to 
standard medical procedures.. 

WILL THE SPECIMENS BE SHARED WITH OTHER INSTITUTIONS? 

The Speebneos may be shared with n:se;lf(hers from olher .institutions. Res<:arch studies may be eooducted 
at several locations at the same. time. 

No ident:i.fying personal information about you wiU be provided to researchers from other institutions wbo 
will use the spodmens. 

HOW WNG WILL THE SPECIMENS BE STORED? 

Tbe speeime:tl.S will be stored iodtfi.niteJy. Spec-imens may also be· disposed of at any time 
at the diSlcretion of the. investiga.~ors, using standard medical procedures. If in the future you should dec-ide 
that you oo longer wish for the specime-ns to be stored, you may contat:t the rcsea.rc.ber ancllor hislbef 
associates on the study in which you are pa.tticipating. You may also contact Tbe Committee oo tbe 
Protection of the Rights orSwnan Subjcc•s at (919) 966-1344 and reqUC$1 that the specimens be disposed 
of. 


